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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 05 November 2007 . 
2a )□ This action is FINAL. 2b)|3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Clalm(s) 1-13 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 1111 Claim(s) is/are allowed. 

6) IEI Claim(s) 1-6 and 8-13 is/are rejected. 
/)□ Claim(s) 7 is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) ^ The drawing(s) filed on 03 May 2005 is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) S Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
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1 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1 . Applicant's amendments in the reply filed on 1 1/05/2007 are acknowledged and 
entered into the record. Accordingly new claims 10-13 have been added. 

2. Claims 1 -1 3 are pending and will be examined on the merits. 

Acknowledgment of Declaration 

3. The declaration under rule 132 filed on 1 1/28/2007 is accepted. This declaration 
overcomes the 102(a) rejection over Miyaji et al. set forth in the office action mailed May 

3, 2007. 

New Grounds of Rejection 
Claim Rejections - 35 USC §112 

4. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

6. Claim 7 is rejected under 35 U.S.C. § 112, first paragraph, as failing to provide 
an adequate written description of the invention and failing to provide an enabling 
disclosure without complete evidence either that the claimed biological materials are 
known and readily available to the public or complete evidence of the deposit of the 
biological materials. 

7. The specification lacks complete deposit information for the deposit of PERM BP- 
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5631 . Applicant states in the specification that the humanized antibody produced by 
hybridoma was internationally deposited under the Budapest Treaty, however it does 
not state that "all restrictions upon public access to the deposited material will be 
irrevocably removed upon the grant of a patent on this application". Because one of 
ordinary skill in the art could not be assured of the ability to practice the invention as 
claimed in the absence of the availability of the claimed antibody, a suitable deposit of 
the antibody, evidence of public availability of the claimed antibody or evidence of the 
reproducibility without undue experimentation of the claimed antibody, is required. 

8. If the deposit is made under the provisions of the Budapest Treaty, filing of an 
affidavit or declaration by applicant or assignees or a statement by an attorney of record 
who has authority and control over the conditions of deposit over his or her signature 
and registration number stating that the deposit of PERM BP-5631 has been accepted 
by an International Depository Authority under the provisions of the Budapest Treaty 
and that all restrictions upon public access to the deposited material will be Irrevocably 
removed upon the grant of a patent on this application. This requirement is necessary 
when deposits are made under the provisions of the Budapest Treaty as the Treaty 
leaves this specific matter to the discretion of each State. 

9. If the deposit is not made under the provisions of the Budapest Treaty, then in 
order to certify that the deposits comply with the criteria set forth in 37 CFR 1 .801 -1 .809 
regarding availability and permanency of deposits, assurance of compliance is required. 
Such assurance may be in the form of an affidavit or declaration by applicants or 
assignees or in the form of a statement by an attorney of record who has the authority 
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and control over the conditions of deposit over his or her signature and registration 
number averring: 

(a) during the pendency of this application, access to the deposits will be 
afforded to the Commissioner upon request: 

(b) all restrictions upon the availability to the public of the deposited biological 

material will be irrevocably removed upon the granting of a patent on this application: 

(c) the deposits will be maintained in a public depository for a period of at least 
thirty years from the date of deposit or for the enforceable life of the patent of or for a 
period of five years after the date of the most recent request for the furnishing of a 
sample of the deposited biological material, whichever is longest; and 

(d) the deposits will be replaced if they should become nonviable or non- 
replicable. 

1 0. Amendment of the specification to recite the date of deposit and the complete 
name and address of the depository is required. As an additional means for completing 
the record, applicant may submit a copy of the contract with the depository for deposit 

and maintenance of each deposit. 

11. If a deposit is made after the effective filing date of the application for patent in 
the United States, a verified statement is required from a person in a position to 
corroborate that the biological material described in the specification as filed is the same 
as that deposited in the depository, stating that the deposited material is identical to the 
biological material described in the specification and was in the applicant's possession 
at the time the application was filed. 

Applicant's attention is directed to In re Lundak . 773 F.2d. 1216, 227 USPQ 90 
(CAFC 1985) and 37 CFR 1 .801-1 .809 for further information concerning deposit 
practice 
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Claim Rejections - 35 USC § 103 

12. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not Identically disclosed or described as set 
forth In section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
Invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner In which the Invention was made. 

1 3. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

14. Claims 1-6 and 8-13 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Yoshida et al. (PgPub 20040001824) in view of Zenmyo et al (Calcified Tissue Int. 
Vol. 67(5). pp. 378-381 , 2000) as evidence by Miyajii et al. (reference of record in May 5, 
2005 IDS). 

1 5. The claims are drawn to a method for inducing apoptosis in 
chondroma/chondrosarcoma cells, which comprises administering, to a subject in need 
thereof, a humanized monoclonal anti-parathyroid hormone related peptide antibody 
which inhibits binding of parathyroid hormone related peptide to a receptor thereof, 
wherein apoptosis in induced through the Bcl-2/Bax and caspase 3 pathways. 
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16. Yoshida et al teach a therapeutic agent for inhibiting proliferation of tumor cells 
stimulated by PTHrP comprising a humanized monoclonal anti-PTHrP antibody which 
inhibits the binding of PTHrP to its receptor (see Claims 1-20). Yoshida et al. does not 
teach inducing apoptosis in chondroma/chondrosarcoma cells using an anti-PTHrP 
antibody. This deficiency is made up for in Zenmyo et al. as evidence by Miyaji et al. 

17. Zenmyo et al. teach PTHrP up-regulated the cell proliferation in chondrosarcoma 
cells (see Abstract and fig. 2). 

1 8. It would have been prima facie obvious to one of ordinary skill in the art at the 
time the claimed invention was made to use the antibody taught by Yoshida et al., which 
inhibits binding of PTHrP to its receptor, to inhibit proliferation and induce apoptosis of 
chondroma/chondrosarcoma cells as evidence by Miyaji et al. Miyaji et al. teach 
administration of an anti-PTHrP humanized monoclonal antibody induces apoptosis 
through control of Bcl-2/Bax and caspase 3. Given the functional activity of the antibody 
taught by Yoshida et al., the skilled artisan would conclude that it would be inherent to 
the antibody claimed in Yoshida et al. to induce apoptosis through control of Bcl-2/Bax 
and caspase 3. Therefore, these properties are deemed inherent properties unless the 
applicant can prove otherwise, the burden falls on the applicant to prove that the 
antibodies are different because the office does not have the facilities and resources to 
provide the factual evidence needed to establish a difference between the claimed 
antibody and that disclosed by Yoshida et al. (See In re Best 562F.2d 1252, 195 USPQ 
430 (CCPA 1977) and Ex parte Gray 10 USPQ 2d 1922 (PTO Bd Pat. App. & Int. 

1 989)). One of ordinary skill in the art would have been motivated to use the antibody 
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taught by Yoshida et al. to induce apoptosis in chondroma/chondrosarcoma cells with a 
reasonable expectation of success by teachings in Zenmyo et al. and Miyaji et al. 
because of the antitumor effects of anti-PTHrP antibodies. 

All other rejections are withdrawn in view of the applicant's amendments and 
arguments thereto as set forth in the reply filed 10/05/2007. 

Conclusion 

19. 1-6 and 8-1 3 are rejected. 

20. Claim 7 is objected to as being dependent upon a rejected base claim, but would 
be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 

21 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MEERA NATARAJAN whose telephone number is 
(571)270-3058. The examiner can normally be reached on Monday-Thursday, 9:30AM- 
7:00PM, ALT. Friday. EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms can be reached on 571-272-0832. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

MN 

/Larry R. Helms/ 

Supervisory Patent Examiner, Art Unit 1643 



